California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
400 R Street, Suite 4070, Sacramento, CA 95814-6237 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 GRAY DAVIS, GOVERNOR
Fax (916) 327-6308

Contact Person: Patricia Harris
(916) 445-5014

ENFORCEMENT COMMITTEE MEETING
July 2, 2003

9:30 a.m. - 12 noon
Department of Consumer Affairs
Board of Pharmacy
400 R Street, Suite 4070
Sacramento, CA 95814

This committee meeting is open to the public and is held in a barrier-free facility in accordance with the Americans
with Disabilities Act. Any person with a disability who requires a disability-related modification or accommodation
in order to participate in the public meeting may make a request for such modification or accommodation by
contacting Candy Place at telephone number (916) 445-5014, at least 48 hours prior to the meeting.

Opportunities are provided to the public to address the committee on each agenda item. Members of the board who
are not on the committee may attend and comment during the meeting.

AGENDA
CALL TO ORDER 9:30 a.m.

A. Discussion Regarding the Reimportation of Prescription Drugs from Canada —
Request from Senator Alarcon for Attorney General Opinion 03-601

B. Proposed modification to California Code of Regulations (CCR), title 16,
Section 1711, subd. (c) — Notifying the patient and prescriber when an error

occurs in an institutional setting (Quality Assurance Regulation)

C. Discussion Regarding the Proposed Addition of CCR, title 16, sections 1784 and 1785 —
Wholesale Drug Transactions

D. Request for Prescription Records by Authorized Officers of the Law (B & P Code section 4017)

E. Review of Business and Professions Code Section 4059.5 Regarding the Delivery of Medications
After the Pharmacy is Closed and a Pharmacist is Not Present

F. Off-Site Order Entry of Hospital Medication Orders (Bus. & Prof. Code Section 4071.1) — Presentation
by Cardinal Health

G. Report on the MBC/Board of Pharmacy Joint Task Force on Prescriber Dispensing - May 27, 2003
H. Implementation of the federal HIPAA Requirements
I.  Pharmacists Recovery Program — New Contract Vendor - Maximus

J. Review of Strategic Objectives for 2003/04

K. Adjournment 12 noon

Committee materials will be available on the board’s website on June 20, 2003.
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TO WHOM | T MAY CONCERN

RE: Opi ni on No. 03-601

We have received a request from Senator Richard Al arcon for an opinion of the
Attorney General on the foll owi ng questions:

1. WIIl the State of California be subject to Food and Drug Adm nistration
sanctions if it purchases prescription drugs in Canada for its Medi-Ca
benefi ci ari es?

2. WIIl a California buying co-operative created to purchase prescription
drugs in Canada be subject to prosecution by the Food and Drug Admi nistration
if it limts the sale of such drugs to its nmenbers?

3. WIIl a California non-profit corporation inporting prescription drugs
from Canada be subject to prosecution by the Food and Drug Adninistration if
the distribution of such drugs is limted to its nenbers and their fanilies
or those certified by the state or federal governnent as living at or bel ow
t he poverty |evel ?

4, WIIl a sovereign Indian nation in California be subject to prosecution
by the Food and Drug Administration if it inmports prescription drugs from
Canada for its nenbers or for other Indian nations where sovereignty has been
recogni zed by the United States?

5. May such an Indian nation sell Canadian prescription drugs on its
reservation or through its Internet website to other residents of California?

6. WIIl residents of California who take chartered bus trips to Canada to
purchase prescription drugs be subject to prosecution by the Food and Drug
Adm ni stration?

7. WIIl a city or county in California be subject to prosecution by the
Food and Drug Administration if it passes legislation |egalizing the

i mportation of prescription drugs from Canada for the use of its residents or
those living at or below the poverty |evel?

8. May the federal governnment successfully challenge the constitutionality
of an initiative neasure adopted in California legalizing the inportation of
prescription drugs from Canada?



9. May public pension funds such as CALPERS or CALSTRS negotiate for
Canadi an prescription drug prices for their nmenbers?

It is the policy of our office to solicit the views of all interested parties
prior to issuing an opinion. |If you would like to submt comrents, a
response by July 2, 2003, would be nost hel pful; naterials received after
such date will nonethel ess be considered. Please address your views to:
Deputy Attorney General Gregory Gonot, Post Ofice Box 944255, Sacramento, CA
94244-2550; tel ephone (916) 324-7860; or via e-mail G egory. Gonot @loj . ca. gov.

| ssued opi nions nmay be found on the Internet at
WWW. caag. st at e. ca. us/ opi ni ons.

Si ncerely,

RODNEY O. LILYQU ST
Seni or Assistant Attorney Ceneral
Chief, Opinion Unit

For Bl LL LOCKYER
Attorney GCeneral

RCOL: j m
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News Release

‘For more information contact:

FOR IMMEDIATE RELEASE Courtney M. Karzen, Communications and
Services Senior Manager
May 22, 2003 847/698-6227; custserv @nabp.net

NABP, NAPRA Finalize Position Statement to
Work Together to Protect Citizens

On May 4, 2003, the National Association of Boards of Pharmacy® (NABP®) announced the
finalization of a position statement between the Association and the National Association of
Pharmacy Regulatory Authorities (NAPRA) whereby NABP and NAPRA pledge to work
together to protect the citizens that each are mandated to serve and to promote compliance with
the federal, state, and provincial laws and standards of Canada and the United States, to ensure

the safety and integﬁty of the prescribing drug supply in their respective jurisdictions.

Both associations share the common responsibilities in the regulation of the practice of
pharmacists, ensuring public safety, and are committed to working together to advocate the
ability and effectiveness of individual member organizations in executing their regulated
mandates. Due to an immediate need to address the cross-border movement of prescription
drugs, both associations signed an agreement stating in part that “illegal international
movement of prescription drugs between Canada and the United States undermines the

2

regulatory systems established in each country to protect consumers. . . .’

(— more —)

National Association of Boards of Pharmacy ® 700 Busse Highway ® Park Ridge, Illinois 60068
847/698-6227 o (F) 847/698-0124 » www.nabp.net
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“It is important for the American public to understand that there are numerous risks involved
with purchasing prescription medications from countries other than where the patient lives
including adverse reactions between other prescription medications, over-the-counter drugs,
and/or nutritional supplements that could have been recognized had the patient gone to his or
her regular pharmacist.” warned NABP Executive Director/Secretary Carmen A. Catizone.
“Another danger in the illegal purchasing of prescription medications lies in not fully knowing
where the medications originated from, ie, these drugs bought via illegal methods could contain

incorrect dosages, or be contaminated and/or counterfeit.”

NABP is pleased to announce that Barbara A. Wells, executive director of NAPRA, and
Carmen A. Catizone formally executed that agreement at NABP’s 99" Annual Meeting, May
3-7, 2003, in Philadelphia, PA.

Catizone stated, “We [NABP and NAPRA] believe that due to the explosion of foreign
prescription drug importation, it is imperative that we work closely with NAPRA and their
provincial and territorial members to tackle the challenges pharmacy regulators face on both

sides of the border and protect public safety.”

Wells agreed and added, “This joint resolution signals our [both associations’] commitments to
work together to support the ability and effectiveness of our member organizations in

]

protecting the citizens each are mandated to serve . ...

NABP and NAPRA have worked closely with US Food and Drug Administration on this issue.

For more information about the position statement, please contact NABP at 847/698-6227.

NABP is the independent, international, and impartial Association that assists its member
boards and jurisdictions in developing, implementing, and enforcing uniform standards for the
purpose of protecting the public health.

-30 -
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State of California Department of Consumer
Affairs

Memorandum

To: Enforcement Committee Date: June 19, 2003

From: Patty Harris
Executive Officer
Board of Pharmacy

Subject: Proposed Modification to the Quality Assurance Regulation

At the April Board meeting, the Enforcement Committee discussed the proposed language that
was submitted to amend CCR 1771(c) regarding the notification of the patient and prescriber
when a prescription error has occurred. It was requested that this issue be returned to the
Enforcement Committee with direction to the stakeholders to develop language to address those
situations when a patient has not ingested the medication. No additional proposals have been
submitted.

Background

At the Enforcement Committee meeting in March 2003, the California Society of Health-System
Pharmacists (CSHP) requested that the Enforcement Committee consider its proposal to amend
the regulation. They stated that while the current version may work well in an ambulatory
setting, it presents some logistical issues in the inpatient setting. It was noted the California
Code of Regulation section 1711 requires the pharmacist to notify the patient and the prescriber
that a medication error has occurred and the steps required to avoid injury or mitigate the error.

During this meeting, Kaiser Permanente then provided language modifications in support of
CSHP’s request. The modification required that the patient be notified only if the wrong
medication was administered or ingested. The committee expressed concern that there are
situations where a patient has received the wrong medication, has not taken the medication, but

it is still important that the patient and the patient’s prescriber be notified, especially if it means
that the patient has not received the appropriate medication thus delaying therapy.

Following the meeting, the board received proposed modifications from Albertsons. Based on
the discussions at the meeting and subsequent comments, the following amendment was
submitted to the board by the Enforcement Committee.

(c) Each quality assurance program shall be managed in accordance with written policies and
procedures maintained in the pharmacy in an immediately retrievable form. Unless the a pharmacist
has already been notified of a medlcatlon error by the prescrlber or the patlent the pharma01st shall

tmmediately a

anmhﬂpm&mb_er_thﬁn_tmanng_thﬁ_panﬁm, communicate to the patlent,_QLLhﬁ_pallﬁnI_S_LthQS_QUIaﬂle
or care provider the fact that a medication error has occurred and the steps required to avoid injury or

mitigate the error.
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Board of Pharmacy
Proposed Additions
Title 16 - California Code of Regulations

1784. Wholesale Drug Transactions

b} (a) A pharmacy that sells, trades, or transfers more than ten percent of its total annual dollar
volume of sales of dangerous drugs to a person other than the final consumer is acting as a
wholesaler and shall obtain a license as a wholesaler from the board. For the purposes of this
section, prescriptions refilled for another pharmacy as authorized by section 1707.4 shall not be
considered to have been sold, traded or transferred to a person other than the final consumer.

e} (b) A wholesaler may not purchase or otherwise receive a dangerous drug from a pharmacy
except that a wholesaler may receive a dangerous drug from a pharmacy that was originally
purchased by the pharmacy from the wholesaler. A wholesaler may not receive back from a
pharmacy more of a dangerous drug than was originally sold by the wholesaler to the pharmacy
nor may a wholesaler pay more to the pharmacy, either in cash or credit, than the pharmacy
originally paid to the wholesaler for the dangerous drug.

1785. Statement of Prior Sales

(a) If a wholesaler purchases a dangerous drug from a person other than the manufacturer of the
dangerous drug, a wholesaler shall provide a “Statement of Prior Sales” identifying each sale,
trade or transfer of a dangerous drug when a dangerous drug is sold, traded or transferred to
any other person. If a pharmacy sells a drug to any person that is not the final consumer, the
pharmacy shall provide to the person acquiring the dangerous drug a “Statement of Prior
Sales” identifying each sale, trade or transfer of a dangerous drug. Sale, trade or transfer of a
dangerous drug between licensees with a common ownership are not subject to this section.

(b) The “Statement of Prior Sales” shall:

(1) Include all necessary identifying information concerning each sale in the chain of
distribution of the product from the manufacturer or wholesaler.

(2) Accompany all dangerous drugs purchased from a wholesaler, even if they are resold to
another distributor.

(3) Include the business name and address of the person from whom the dangerous drug was
purchased.

(4) Include the date of the sale.

(5) Include the:
(A) Name of the dangerous drug.
(B) Strength of the dangerous drug.
(C) Size of the container.
(D) Number of containers.
(E) Lot number of the dangerous drug.
(F) Name of the manufacturer of the finished dosage form.

(c) Each statement shall be:
(1) Maintained by the buyer and the wholesaler for 3 years.
(2) Available for inspection or removal upon a request of an authorized officers of the law.



Paul Riches To: RArell10@dhs.ca.gov@DCANotes, Virginia
Herold/Pharmacy/DCANotes@DCANotes, Patricia
06/04/2003 04:40 PM HarrisfPharmacy/DCANotes((@@DCANotes, Ron.Diedrich@doj.ca.gov,
Dana Winterrowd/EXEC/DCANotes@DCANotes,
JArellano@dhs.ca.gov
[e/ed
Subject: fyi

WASHINGTON (AP) -- Federal investigators discovered more than 30,000
additional bottles of fake Lipitor, a top-selling anti-choclesterol pill, as
they worked Tuesday to crack a huge case of medical counterfeiting.

Also Tuesday, the manufacturer of real Lipitor, Pfizer Inc., filed suit to
stop a pharmaceutical repackaging company and distributor from selling any
more fake pills -- and to get more information to track the counterfeit's
source.

Repackager Med-Pro Inc. and Albers Medical Distributors both denied
involvement in the counterfeiting.

The Food and Drug Administration first uncovered three batches of fake Lipitor
almost two weeks ago, and ordered Kansas City-based Albers to recall 100,000
bottles. Tuesday, the FDA anncunced it had turned up three more batches
containing counterfeit pills.

The FDA warned Lipitor users and pharmacists Tuesday to carefully check their
bottles before using Lipitor. To spot the fake version, look for the words
"Repackaged by MED-PRC Inc., Lexington, NE 68850" on 90-tablet bottles that
bear any of the following lot numbers:

e 20842V, expiration 09-2004

e 16092V, expiration 07-2004

e 20722V, expiration 05-2004

e 04132V, expiration 01-2004

e 16942V, expiration 09-2004

e D270481, expiration not available.

211l but that last batch are 10-milligram tablets; the last cone includes
20-milligram tablets.

Many patients taking Lipitor buy it in smaller guantities dispensed in
different bottles by their local drugstore. So patients not sure if they have
the counterfeit version should call their pharmacist, who can check the pills'
source, the FDA advised.

"We want consumers, if there's any doubt at all, to call their pharmacist,®
said FDA Associate Commissioner John Taylor.

Pfizer says the fake Lipitor pills bear a close resemblance to real Lipitor,



although they may be slightly thicker. Consumers have reported that the fake
pills dissolve faster and have a slightly bitter taste. In fact, a handful of
consumer complaints about the taste prompted the FDA's probe.

Drug manufacturers typically sell their products to a wholesaler that can in
turn send tablets directly to pharmacies, or to a distributor and repackager
before they arrive at drugstores.

Pfizer sued Med-Pro and Albers on Tuesday, saying it has no relationship with
either of the companies so far identified as handling the fake pills.

"We're suing to get the product off the market and to identify the source,"
said Pfizer spokeswoman Vanessa McGowan.

Both Med-Pro and Albers denied involvement.

"Med-Pro acted at all times in gocd faith and was never knowingly involved in
counterfeit Lipitor," said company attorney J.R. Hobbs.

Albers attorney Kathy Dean said the fake pills never came to the distributor's
warehouse but were directly shipped from Med-Pro to a small number of
wholesalers.

"We are cooperating fully with the FDA and are willing to work with Pfizer to
identify the true source of the counterfeit preoduct," she said.

Counterfeit medicine is increasingly turning up in the United States. In the
last year, the FDA has investigated more than half a dozen cases. Just last
month, three men were charged in Miami with a counterfeiting scheme that sold
bacteria-tainted water in the guise of the anti-anemia medicine Procrit.

Paul Riches, Legislative Analyst
CA Board of Pharmacy
(916) 445-5014 ext. 4016



An Albertson’s Company

By facsimile to (916) 327-6308 and U.S. Mail

Tanuary 17, 2003

California Board of Pharmacy

Attn: Patty Harris, Executive Officer
400 R Street, Suite 4070
Sacramento, CA 95814

Re: California’s Proposed Wholesale Drug
Transactions Regulations, Title 16, Sections
1784 and 1785

Dear Board Members:

This is in response to your request that Albertsons provide written comment on the proposed
regulations pertaining to Wholesale Drug Transactions. We contend that section 1784, as currently
proposed, would significantly impede legal trade and commerce in our industry and would directly and
significantly hinder our ability to compete in the marketplace. While we understand and appreciate the
core purpose of the proposed language and the desired result, we believe that its effect will go far beyond
the Board’s purpose and will negatively impact patient care in the areas of supply and cost.

We submit that adoption of the language proposed for section 1785 with one minor change (as
indicated on the attached) is adequate to carry out the Board’s purpose in that it provides a sufficient audit
trail for enforcement purposes without the significant impact on trade and commerce. We propose that
the Board modify section 1785, as indicated, to provide consistency with standard industry terminology,
and that section 1784 be stricken in its entirety.

As always, we would be happy to answer questions or provide additional information or
testimony, as necessary. We appreciate the Board’s consideration.

Respectfully submitted,

ALBERTSON'’S, INC.

/Rwuv\ [0y,

Rich Mazzoni, Duecto
Pharmacy Professional Sew1ces
,and Government Relations::: -+ =~ ©

RM:1lb
Enclosure
e David Vucurevich

ALBERTSON'S, INC. / 15100 NORTH 90TH STREET / SCOTTSDALE, ARIZONA 85260 / 480-767-4000
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1785. Statement of Prior Sales

(a) - If a wholesaler purchases a dangerous drug from a person other than the-manutactureran
authorized distributor of the dangerous drug, a wholesaler shall provide a “Statement of Prior
Sales” identifying each sale, trade or transfer of a dangerous drug when a dangerous drug is sold,
traded or transferred to any other person. If a pharmacy sells a drug to any person that is not the
final consumer, the pharmacy shall provide to the person acquiring the dangerous drug a
“Statement of Prior Sales” identifying each sale, trade or transfer of a dangerous drug. Sale,
trade or transfer of a dangerous drug between hcensees with a common ownership are not
subject to this section.
(b) The “Statement of Prior Sales” shall:
(1) Include all necessary identifying information concerning each sale in the chain of
distribution of the product from the manufacturer or wholesaler.
(2) Accompany all dangerous drugs purchased from a wholesaler, even if they are
resold to another distributor.
(3) Include the business name and address of the person from whom the dangerous
drug was purchased.
4 Include the date of the sale.
(5) Include the:
(A) Name of the dangerous drug.
(B) Strength of the dangerous drug.
(C) Size of the container.
(D)  Number of containers.
(E) Lot number of the dangerous drug.
(F) Name of the manufacturer of the finished dosage form.
(c) Each statement shall be:
(1) Maintained by the buyer and the wholesaler for 3 years.
(2) Available for inspection or removal upon a request of an authorized officers of the
law.




Cardinal Health
7000 Cardinal Place
Dublin, OH 43017
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VIA AIRBORNE:
February 24, 2003
Paul Riches
Legislative Analyst

California State Board of Pharmacy
400 R. Street, Suite 4070
Sacramento, CA 95814-6237

Dear Paul:

It was a pleasure having an opportunity to meet with Patty, John and you last week at the
California Drug Wholesalers Association (CDWA) meeting in Sacramento. Per our
discussions, please find attached some comments we have to the preliminary draft rules

_ your organization had drafted (copy attached of §§ 1784 and 1785).

As I mentioned to both John and Patty, I would be happy to participate in any
Committee(s) or group you may be forming which are charged with working on these
wholesaler regulations. Given our experience in this area, we believe we could provide
value to the process. Please let me know if this is something the Board would be
interested in our doing.

Lastly, as per your request regarding a “surveillance program,” we would be interested in
helping the Board as you move towards evaluating and developing such a program in
California. To the extent you are still interested in this regard, please let Steve Reardon
(614-757-7101) or me know (614-757-7721).

Sincerely,

(B

Robert P. Giacalone
Vice President, Regulatory Affairs

CC: Ms. Patricia J. Harris (Executive Director, California State Board of Pharmacy)
Mr. John Jones (President, California State Board of Pharmacy)
Mr. Steve Reardon (Cardinal Health, Inc.)
Ms. Cassi Baker (Cardinal Health. Inc.)



Comments to
Board of Pharmacy
Proposed Additions
Title 16 — California Code of Regulations

1784. Wholesale Drug Transactions

b} (a) A pharmacy that sells, trades, or transfers more than ten percent of its
total annual dollar volume of sales of dangerous drugs to a person other than the
final consumer is acting as a wholesaler and shall obtain a license as a
wholesaler from the board. For the purposes of this section, prescriptions refilled
for another pharmacy as authorized by section 1707.4 shall not be considered to
have been sold, traded or transferred to a person other than the final consumer.

Comments: The 10% rule as envisioned here is logical given that if pharmacies are to act
as wholesale distributors, then they should be licensed accordingly.

e} (b) A wholesaler may not purchase or otherwise receive a dangerous drug
from a pharmacy except that a wholesaler may receive a dangerous drug from a
pharmacy that was originally purchased by the pharmacy from the wholesaler. A
wholesaler may not receive back from a pharmacy more of a dangerous drug than
was originally sold by the wholesaler to the pharmacy nor may a wholesaler pay
more to the pharmacy, either in cash or credit, than the pharmacy originally paid
to the wholesaler for the dangerous drug.

Comments: This provision while attempting to address certain issues, actually creates
further problems for wholesalers and especially those pharmacies they service.
Specifically, as the provision is currently written, a wholesaler can only receive/purchase
dangerous drugs from a pharmacy that originally purchased those drugs from that
wholesaler. This requirement prevents wholesalers from receiving returns from those
pharmacies with which the wholesaler does not have a prior history. For example,
Pharmacy A opens on January 1, 2002 and is serviced by Wholesaler One. On January 1,
2003, Pharmacy A switches wholesalers so that now it is serviced by Wholesaler Two.
Perhaps Pharmacy A would like to make returns to Wholesaler Two due to overstock,
etc. Technically, Wholesaler Two cannot take those returns since they would be
purchases of dangerous drugs from Pharmacy A which originally purchased those drugs
from a different wholesaler (i.e., Wholesaler One). In addition, any subsequent stock
purchased from Wholesaler Two by Pharmacy A would also have to be segregated (form
that bought from Wholesaler One) in the event that Pharmacy A would want return drug
product it purchased to Wholesaler Two. At this point, Pharmacy A may be left ina
position that no returns are possible for a significant amount of its product since
Pharmacy A no longer has a relationship with Wholesaler One.



Similarly, the same situation would arguably occur if Pharmacy A was subsequently
purchased by another person or entity. For example, Pharmacy A is currently owned and
operated by Mr. Jones who is also the pharmacist-in-charge. The pharmacy is serviced
by Wholesaler One. Mr. Jones subsequently sells Pharmacy A to Ms. Smith. Ms. Smith,
also a registered pharmacist, assumes the role of the pharmacist-in-charge and the state
issues Pharmacy A a new license. In this case, Pharmacy A is technically a new licensed
entity. As such, any returns to Wholesaler One would be prohibited since those
dangerous drugs were originally by a different licensed pharmacy (e.g., Pharmacy A
owned by Mr. Jones as opposed to Ms. Smith).

Another issue arises where Pharmacy A is serviced by both Wholesaler One (as the
primary supplier) and Wholesaler Two (as a secondary supplier). As written, the
proposed rules would require that Wholesaler One only “receive’” product it sold to
Pharmacy A. Likewise, Wholesaler Two could only receive product it sold to Pharmacy
A. To be able to facilitate returns, Pharmacy A would have to segregate stock or take
other steps to definitively identify which product was provided to it by which wholesaler.
Arguably, this may entail more work especially since stock in pharmacies is typically
commingled (e.g., all of the Zocor® purchased is generally placed together into the
pharmacy’s inventory regardless of where it is sourced).

Lastly, the provision which provides that the wholesaler may not “. . . pay more to the
pharmacy, either in cash or credit, than the pharmacy originally paid to the wholesaler for
the dangerous drug.” also poses another problem. This provision does not take into
account the issue of returns and the ongoing appreciation of the price of such goods. For
example, on January 1, 2002, Pharmacy A purchases Zocor® from Wholesaler One. On
January 1, 2003, Pharmacy A realizes it has a surplus of product due to lack of
prescriptions and chooses to return that product to Wholesaler One. Pharmacy A
originally purchased the product for $100 and bottle. However, today due to the
manufacturer’s price increase that same bottle lists for $120. Under the cuirent proposed
rules, Pharmacy A could only receive $100 for that bottle. In addition, Pharmacy A
would have to keep all invoices which specifically list product purchased and price paid
so as to validate that the pharmacy originally purchased that product from that wholesaler
and what price should be paid by the wholesaler for that returned product. Typically,
neither the pharmacies nor the wholesalers, keep track what prices a product was sold or
purchased for many years prior. Rather, both pharmacies and wholesalers focus upon the
current value of the drugs products at issues for purposes of sales and returns. As
written, the proposed rules tend to penalize pharmacies for market conditions which
arguably may benefit them due to the appreciation of drug inventory costs.

1785. Statement of Prior Sales

(a)  Ifawholesaler purchases a dangerous drug from a person other than the
manufacturer of the dangerous drug, a wholesaler shall provide a
“Statement of Prior Sales” identifying each sale, trade or transfer of a
dangerous drug when a dangerous drug is sold, traded or transferred to



any other person. If a pharmacy sells a drug to any person that is not the
final consumer, the pharmacy shall provide to the person acquiring the
dangerous drug a “Statement of Prior Sales” identifying each sale, trade
or transfer of a dangerous drug. Sale, trade or transfer of a dangerous
drug between licensees with a common ownership are not subject to this
section.

Comments: As currently written, the proposed rule appears to make no distinction
between sales by wholesalers who are “authorized distributors of record” of the
manufacturers versus those wholesalers who are not. Under the Prescription Drug
Marketing Act of 1987 (PDMA), accompanying regulations and guidance documents,
the FDA has made a distinction wholesalers who are authorized distributors and those
who are not. Specifically, wholesalers who are designated as authorized distributors
of a manufacturer’s products are not required to provide a “Statement of Prior Sales”
when that product is sold to another party. Thus, wholesalers such as Cardinal
Health, McKesson Corp. and AmeriSource Bergen who have established, ongoing
relationships with drug manufacturers have not traditionally been required to have
this additional documentation (but do so when they purchase product from
unauthorized distributors). This new proposed requirement fails to recognize this
“authorized distributor” relationship and lumps all wholesalers in the same group
regardless of this distinction.

(b) The “Statement of Prior Sales” shall:

(1) Include all necessary identifying information concerning
each sale in the chain of distribution of the product from the
manufacturer or wholesaler.

(2) Accompany all dangerous drugs purchased from a
wholesaler, even if they are resold to another distributor.

(3) Include the business name and address of the person from
whom the dangerous drug was purchased.

(4) Include the date of the sale.

(5) Include the:

(A) Name of the dangerous drug.

(B) Strength of the dangerous drug.

(C) Size of the container.

(D) Number of containers.

(E) Lot number of the dangerous drug.

(F) Name of the manufacturer of the finished dosage form.

Comments: As in the case of our prior comment, the requirement for a “Statement of
Prior Sales” does not reflect the fact that certain wholesalers are “authorized
distributors” for drug manufacturers’ products. As such, the need for a “Statement of
Prior Sales” or drug pedigree for product sold by non-authorized distributors has
typically been limited information concerning each sale when it originates from either
the manufacturer or the authorized distributor. As such, an authorized distributor,



like the manufacturer, is not required to produce a drug pedigree given its unique
relationship with the manufacturer. Again, this distinction is not reflected in this
provision.

General Comments

While we commend the Board of Pharmacy for trying to establish rules which
attempt to address the issue regarding the legitimacy of wholesaler transactions and
ensuring the integrity of their product, we believe that the rules as currently drafted pose -
greater obstacles and do not necessarily succeed in accomplishing their intended goal. To
that effect, we would suggest that perhaps the Board consider an alternative approach
towards addressing this matter. That approach would be similar to the approach currently
under consideration in Florida. A copy of that draft regulation in enclosed.

The Florida approach would envision a situation where rather than changing the
overall way in which products are sold by wholesalers, it would focus upon identifying
those potential products which are more susceptible to inappropriate activity.
Specifically, products more prone to counterfeiting or diversion such as Procrit®,
Serostim®, Trizivr®, Epogen® and Neupogen® would be designated as a “specified
drug.” For those “specified drugs,” the invoice or transfer document accompanying the
product would be required to carry the statement that the product was purchased from the
manufacturer by the wholesaler which is an authorized distributor of record for that
manufacturer. In the alternative, if this is not the case, a drug pedigree must be provided
with the product which identifies each individual purchaser of that drug back to the
manufacturer. In this way, the party receiving the pedigree (as well as law enforcement)
could validate the authenticity of each transaction back to the manufacturer.

The goal of this rule would be to discourage the sale and purchase of “specified
drugs” from sources other than from the product’s manufacturer. However, in the event
there is a need for such products due to shortages, back orders, or otherwise, there would
still be in place a system, albeit a more stringent system, to allow for this to occur.

As to the selection criteria for “specified drugs,” a group comprised of the
wholesale industry and board members should be formed so as to make that
determination on a product-by-product basis. The criteria used to designate a specified
drug should include factors such as a history of counterfeiting or diversion associated
with the product. In addition, another potential factor might include a determination as to
whether a product is more susceptible to counterfeiting such as high dollar volume
injectable drugs used for the treatment of disease states such as AIDS/HIV or cancer.



Agenda Item
D



State of California Department of Consumer
Affairs

Memorandum

To: Enforcement Committee Date: June 19, 2003

From: Patty Harris
Executive Officer
Board of Pharmacy

Subject: Request for Pharmacy Records by Authorized Officers of the Law

It was brought to the board’s attention that pharmacies are choosing not to provide
prescription records when requested by an authorized officer of the law engaged in an
official investigation. Whether to provide the record or not, is a decision that the licensee
must make. The board does not advise licensees in this regard.

However, there is some misinformation that is being given to the officers as to why the
pharmacy will not release the records without an investigative subpoena. One reason is
that the Board of Pharmacy requires an investigative subpoena to document the release of
the records and without it, the pharmacy will be cited for violation of pharmacy law.

This is not true. When an officer takes prescription record(s), the pharmacy should be
given a receipt identifying the records. If a board inspector should ever ask for the same
records, the pharmacy should be able to produce the receipt to document release of the
records to an authorized officer of the law.



-]
e
o
=]
=]
m

£z NOLLYISIBIT A9 03137130 DAL FLONAA (+vx) SHSIHALSY

(65C 21d0y)) 766 [ SIDIS papuaty)
formIRgJ JO pIeog 21v)§ BIOIOJI[E,) A1) SURSIT, PIROE,,

pieog "glov
(6#6 1a1dvi) '/ 66T SIDIS papuauty)
“suorjegIIsaaul
[eIa1fjo u1 pafeSua s1901[j0 20ead 10 TOIRTISIAT] JO UOISIAL(] §,jusuredap o) JO $101B31759A
U1 PUE “SeaTATaG [I[eaR] JO Juewm)Ieda(] ajels @) Jo youelg Sni(] pue pooy e jo s1ojaadsul
‘CoRIIIRT ] JO PIBOE 818G BIUIOJI[ED) T} JO $10)03dlSIE SHESTH, MET 3T} JO 51921} PAZLIOMINY,,
meq aij jo siaalQ pazioyiny  L10¥
(6¥ 121dvyD) 166 *Siwig pappy puv pajnaday)
“SHEAT 19Y)0 10 ‘monsedul ‘uone[erul ‘nonaafur &g 1oalgns yoiees
-a1.10 Jmaned v Jo Apoq aij) 0} 22149 Jo §nap e Jo noneoridde J0a11p A1) SUEAW, I3)STOIWIPY,,
lgjsinwpy  "910¥
*PajeoIpU ASTAIAT)0 ssa[un Tajdero ST JO UOIonI}s
-1107 31]} UI2A0T [BYS A[01118 SIY) UI STWIA) 3} JO SUOHIUTap o) 19) dera sty jo sesodind 10,1
UD[ONIISU0?) UI9A0Y 0} SUOlIUAd  GLOY

suoniulag "¢ 8Py

"pIBOQ AT} JO SAYNI IAT}IN]
£q 10 a[o131€ STIT) Aq PAJOLIISaI SIYIIYA JO LOIssassod 10 FuTysiuIny at ‘s3n1p snoxeFuep 03 Fur
-ye[o1 suoneyngal 10 suef oy Jo £doo e gyim uosIad Aue ysiuing 159nba1 nodn [[els pIeoq ey,

suopenfay Jo smeT jo Adog apiaoid o) pieog  ZLO¥

“(apoJ) 19JeS PUE [[ESF] a1 JO (0001 T U0 U3IA SUDUSMITIOD) O] UOISIAL() 19V
$AOUE)SGNS Pa[[OITO]) WLIOJN[) A[) pue Jo3derd S} 89I0JU9 PUE Ta)STUIIPE [[EYS PIEOQ AT ],

19y SA9UBISONS PaJ|0AIL0Y LLIOYU) JO JUALISIIOT pUE UOHBASIUIWDY  “LI0Y

107deY $I) 13PTN TOTIN93501d WO} AUNWILT 818 UONINIISUL 10 “TOISIA

-Tadns “TONIAIIP 2JRIPSUILT T1AT] 19PUN FUDI0M UOsIad AUe puE ‘sarynp [BITj0 J191[} JO TR
-10j10d U1 J3)dRT) STY) JO SUOTBIOIA SUI)ET1)S0ATT A[YM “MB] 9} JO SIADIJO PAZLIOYINE [TV

$1991)40 Jo Ayunwwy  "pLOY

(061 121d0yD 6661 ‘SIS PIpPY)
"9p0) 10qeT 8} JO OB 1 UOTIIAS

T)1M 1DI[JU0D PO AQaIay) Jey) UOKR[NSaI 10 2[n AT PUAWE 10 1dope j0u Aew pIeoq Ay |,

sa|ny UoISSIWWoY

alejja\ [eHISnpuy Japun abeiano) wolg uondwaxy -sajny pleog  “600%

(8, 1advy) 1007 s1I papuay)

3)18 21]) J00TNOIY) $921)0T PuE sassao01d [Te asles few T0joadsur fuy (3)
“30UR]SISeT AWO2I2A0 0] 10 adeasa juaald 03 10 Jsa1Te 3]
199]J9 03 9210] B[GBIOSEAT JOASN AT]) AQASTLAJAP-Jas 0} 311 197 10 SIT[ 950 JO 10sse13Fe U pawasp
aq [[ByS 10300051 ON JNJAE] SBAL 2A31[3] 0] 3ST1EI A[(RTIOSEAI PRY *JSILIE AT} JO AU B1f) & 199110
Fur)saite atf) JeT} 1O ‘[yme] St jel) JserJe Aue jo yno Suisire JuanmosLIALIT AS[e] 10 JSILIE aS[E]
10} “y1I0) N 131 10 SIT] JO 9d02S 5y LI} PUE (B) UOISIAIPQNS 0] juensind Surjoe ‘nosiad Aue

“)sureSe as1Ie [TRYS TOTIR JO asned 0u pue o 11ed a1y w0 Ajqer| 1410 o aq [eys aay I, (p)

"600% § 3009 SNOISS3404d 2 SSANISNE

|
|
i
£
I

NOLLY1S1937 A8 0343730 LX3L JLONIA («xx) SHSIHALSY Zz

“f31101J0E $1Y) 01 JuensInd TONR)I € JO A0TENSST Al
uodu paseq Surpaasoxd Kue 0y 9ouaiajai 41 Ljdde 1ayyeazay) [[eys ta1derd 1By [, "apo]) [EUAJ AL}
J0 7118 JO € 3T, Jo (5 g5 g monag im Sunuawwod) Hg 193dey)) Aq paqriosard ampasoxd
a1[) Mofjo) ‘eyexsiew e alojaq uosIad ag) SunR) Jo peajsul ‘fem 10300dsul FUI)SAIIE AT]) “9)e)
-SIFeU B 010J2q TIA)B) 3 0} PUBLIAP JOU S0P PoJSaLTe 0s1ad a1f) PUE TOUAMIPSILI B 3( 0} PaTe|d
~3p 9SUQYJO UE 10j OPEI ST UOISIALPQNS SI) AQ pozLIOY)ue JSALTE UE [OIA Ul ased £ue U] (7)

-aouasald 1a] 10 SIY LT IN200 JOU PIP UOTE[OIA Pajaadsns 10 UOTJR[OLA 2T} YNOT}[E I5a1
-Ip IR ay[pi KB AYS 10 91 ‘Paj} IO Uaaq 7] uisey Auofaj ou y3noyife U0 B aq 0] parejaap
st 1eq) no1siA0Id Aue paje[olA SBY Palsalie aq 0] nos1ad ay) JBY1 2AAT[aq 01 ASNED A[qEUOSEAT SEY|
1901730 Sunse.ie o) Ji 1o AUOYay &SI TOTEIOLA 3] J] -2p0y) K)ajes pue afeaay) jo (00011 Uon
-005 1M SUDUAMIN0A) ()] UOISIAL(] JO 10 13)dera s1T7) Jo noisiaoxd Aue paje[ora ‘@oussard g
10 SEY U1 “Sey PajsalIe aq 07 mosiad at) 1BY) AI[aq 0} 8STEJ 2[QRIOSEAI SBI| JAOIJO A1]) 1AM
uosiod £Ue JURLIRMA JNOY)IA “1SILIE 0] “reargjo-orfqnd e s ‘KJLI0Y)NE A1) ARY J[BYS BLFINECTY
-7 Jo norstai(] §,)uawiredop ayy ur 10 preoq ay) Aq pafojduwa 1o3dadsut femreyd Aoy (7)(0)
"180% 10 )80+ UO1II9S JOY}I0 92I0JUS 0] PUE [} im 9I0RIAINOD SUTLIZJAP 0) AIessaen
Jua)xe a1f) 01 ATHO ()G 14 10 0§ [ 013938 Japun Jruzad B 3ARY JOU S20P JBT} AFUI]D 10 AILIJO §URID
-1sAyd © ourwexa 10 Joodsur few 079adsut foeurieyd e ‘(8) UOISIAIpQNS SupueisyyimioN (q)
-speueyd v aq 03 pannbar jou st forurieqd jo
1019adsur preoq & “1aydeyp sty 03 juensind sjsemrerduon 1o ssoeuiegduon Sunednsasnt 10
gunoadsur jo sesodnd Jo,] “spemeyd e aq [[egs Koemreyd jo s10j0adsui 1ogjo Jo noisiAadns
2] () 10 J9B S1Ey) JO SuoIje[o1A padajye 10y systoeutiegd 10 sareurreyd Jo UOLEF1)SaAUI PUR UOT)
~oadstr o) (1) 29118 apnyout sanynp [edrourid asoym Aoemieyd jo 1osadsut preoq Auy “palo)s
10 “pasuadstp ‘paystuin ‘paredaxd ‘papunodmo aTe saoTARp 10 STIP GIIYM UT $20e[d 10 Sa1078
‘sorTestadsip ‘s1a[esajoys ‘soroernrend [[e sinoy ssauisng Surinp joadsur fewr ‘nonedIsoAu]
J0 uorsiA( §;jusunyredap atj) 1o preoq af) Aq pakojduwa a1e $10)2adsUT A} JOYIYM ‘s1079adsar
a1, foewregd jo sioyoadsut odima Keur preoq atj) ‘" 66 1 tonaag Aq papiaoid sejdaoxy (v)
s1391}40 21|qnd se Aoyny ‘siojoadsu]  "800%
(65 121dvyD) "L 66T SIDIS papuaiy)
“Koewrerd oy ut 99e[d a)E) Y1 SATIIATIOR [[B SUISLA
-1adns 10§ Ky1piqisnodsal [[219A0 21]) AABY [[eLjs Oy JsioemLIegd € JO HOISIAIRANS 9AT)0ATJa 8] 1oP
-um £quo pauriopiad aq monjauny ey jer) axnbo Aew suoTjR[Fal pue soNI ToAIMOF] * parnbar
£|qeuoseo1 jou oz jsoewieyd e jo a3pajaowy pazijeioads pue “Surures) ‘aauerradya ‘worRONPa
a1]) yaTgM 10] nonyouny Kue nLiojtad Kpenostad jswoeurierd v 1ey) e1nbal p[nos 1ey) none[maal
10 2[1 £ue 1dope 01 preoq oy} SUIZLIOYINE SE PANIISTODAQ [[BYS SO0 UONIRG U FuTpoN ()
“sanpowwod jo Sursiyseape 1o Suryy a9u1d 01 Furjejer jonpuod [euorssajord
30 sapn1 1dope 0} PIe0q oY} SUIZLIOWNE SE PANIISTOI (] [[BYS GOOF UONIAG Ul FurgloN (¥)
sa|ny Jo suonepun] L00y

Kyayes 10 ypeey a1jqnd oY) 0} Sn0IAFUEP ST / G UON)IS 0) juensind

Snp a1 Jo a[es [[z)21 PajoLI)SaInN ASIMIBY10 3y 1ey) Fuipury e uodn Fnap renanied e jo Fm

-gsIeny a1y Sunarysel 10 Sunii| Tepunaian) pardope suonendel 10 apo]) A1aJBS pue gi[eaf
ay) Jo @411 U01303g pue saydey SIY) Yila JUa)sIsu0 suorje[n3al jdope few preog arf[,

~ finig segnanued o Guiysiuing Bugosay suonenbay 900y

(6# 121d0y) *L66] SIPIS papuauiy)
3009 SNOISS3404d ® SSANISNA 900 §

e |
(=]
=]
o
=5




Agenda Item
E



Vsl aVile Vg, Lo DAL JaldV3d LT e AT e LR I R L e T W -

o

™

An Albertson’s Company

Patricia F. Harris, Executive Officer
California State Board of Pharmacy
400 R.. Street, Suite 4070
Sacramento, CA 93814

Re:  After Hours Receiving of Pharmaceuticals
Albertsons, Inc. (Alberisons/Sav-on/Osco)

D.e::a: Me. Harris:

With approval from the Board, Albertsons intends to initiate a secure procedure for receiving
 pharmacetitical deliveries during periods in which the pharmacy is closed and there is no pharmacist on
" duty. ' '

o By ‘Each of our stores s equipped with a receiving area that is located outside ‘the. licensed
.+ 'pharmacy arca. This arca will house a steel cage. Access to the cage will be controlled by a padlack to
~+- " whi¢h a pharmacist will have the only key. > g whm C o FR T .

The transfer of pharmaceuticals into and out of the cage will take place, as follows. .
- - - The padlock will remain disengaged until a delivery person (“driver”) places parcels containing
pharmaceuticals (“totes”) inside the cage. The driver shall indicate on a manifest the number of totes
being placed into the cage. The employee of Albertsons who is responsible for the management of the
receiving area (“receiver”) will witness the totes being placed into the cage and will also record the
number of totes on the manifest. In an effort to ensure that the 1otes are not tampered with, the condition
of the seals on the totes shall be noted on the manifest.

After being signed by both the driver and the receiver, a copy of the manifest shall be placed
inside the cage with the totes and the driver shall engage the padlock. At the start of business the next
day, 4 pharmacist will use the key to unlock the cage. The nharmagist wil] review the manifest, rejocate
the totes into the pharmacy, and leave the cage unlocked in anticipation of the next delivery.

Albertsons respectfully requests a written response to this proposal. Please address all
correspondence 1o Richard B. Mazzoni at the address indicated below. Should you have questions or
comments in this regard, or if the Board requires anything further, please call me at (480) 767-4572.

Sincerely, ‘
- ALBERTSONS, INC. .

" Richatd B. Mazzoni, R.Ph.’
Director, Pharmacy Professional Services
and Government Relations

ALBERTSON'S, ING. / 15100 NORTH 90TH STREET / SCOTTSDALE, ARIZONA 85260 / 4B0-767-4000



May 9, 2003

Patricia F. Harris

Executive Officer

California State Board of Pharmacy
400 R. Street Suite 4070
Sacramento, CA 95814

Re: After Hours Receiving of Pharmaceuticals
Dear Ms. Harris:

Walgreens Co. seeks the approval from the Board to implement a new procedure for receiving
pharmaceuticals outside the business hours of the pharmacy, in the absence of a pharmacist.

Each of our stores is equipped with a secure room that is located outside of the pharmacy department.
This room is secured by two methods, a lock and a door seal that is marked with a serial number.

The delivery of pharmaceuticals after hours would be placed into this secure room. The delivery person
and a member of Walgreens’ management would secure the delivery, record the serial number of the
door seal on a log sheet, along with the date and time received, and the number of parcels received. The
following business day, the pharmacist would receive the delivery by checking that the unbroken seal on
the door matches the serial number indicated on the log sheet and account for the proper number of
parcels delivered. The pharmacist would be the only person with possession of the key to this secure
room.

We believe that this proposed procedure would ensure safe delivery of pharmaceuticals to our
pharmacies during the absence of a pharmacist. The majority of our deliveries are during business
hours of the pharmacy and this policy would only be implemented in a small number of stores where
deliveries are made outside the business hours of the pharmacy.

Thank you for your consideration. If there are any questions or comments on our proposal, please feel
free to contact me.

Sincerely,

Philip P. Burgess, R.Ph. 2

National Director, Pharmacy Affairs
(847)914-3241
Phil.Burgess@ Walgreens.com

PPB/sr

WALGREEN CO. CORPORATE OFFICES 200 WILMOT ROAD DEERFIELD, ILLINOIS 60015
www.walgreens.com
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Departme,
o t, o,

U. S. Department of Justice
Drug Enforcement Administration

)

N,

% o
Dorpemert™

www.dea.gov Washington, D.C. 20537

MAY 23 2003

Mr. Gary Cacciatore

Director of Regulatory Affairs
Cardinal Health

1330 Enclave Parkway
Houston, Texas 77077

Dear Mr. Cacciatore:

This is in response to your correspondence dated May 16, 2003, requesting the Drug
Enforcement Administration (DEA) to review Cardinal Health’s Rx-E-Source system for
compliance with our regulations. Rx-E-Source is an Internet based remote order entry system
utilized by hospitals for in-patient medication orders. Personnel at hospital locations enter orders for
in-patients into the system and pharmacists at Cardinal Health’s support center, located at a separate
location, will review the orders prior to the medications being administered to the hospital patients.
Rx-E-Source provides pharmacist services to hospitals that may not have on-site pharmacist
coverage available 24 hours a day, seven days a week.

The DEA has no regulatory authority over entities that do not possess or handle controlled
substances. Under the circumstances described above, the pharmacists at Cardinal Health’s support
center do not have access to controlled substances and the centers do not stock controlled
substances. The only activity taking place at the support center is pharmacists performing drug
utilization reviews of medication orders for patients that are located in hospitals. The hospitals
where the controlled substances are actually being administered to the patients must remain
registered with the DEA and comply with federal controlled substance laws and regulations.

I trust this information addresses your concerns. The DEA appreciates the opportunity to
assist registrants in their efforts to comply with our controlled substance regulations. If you have
additional questions, please contact Vickie B. Seeger, R.Ph. at (202) 307-7297.

Sincerely,

Trbinl . ot asmirn,

Patricia M. Good, Chief
Liaison and Policy Section
Office of Diversion Control

—
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
400 R Street, Suite 4070, Sacramento, CA 95814-6237 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 GRAY DAVIS, GOVERNOR
Fax (916) 327-6308

www.pharmacy.ca.gov

Medical Board of California
California State Board of Pharmacy

Joint Task Force on Prescriber Dispensing

Meeting Summary

DATE: May 27, 2003
TIME: 2:00 p.m. — 5:00 p.m.
LOCATION: Embassy Suites — Granada Room

El Segundo, CA 90245

Joint Task Force Members: Steven B. Rubins, M.D., Co-Chair, MBC
John Jones, R.Ph., Co-Chair, Board of Pharmacy
Lorie Rice, Public Member, MBC
Stan Goldenberg, R.Ph., Board of Pharmacy

Staff Present: Ron Joseph, Executive Director, MBC
Patricia Harris, Executive Officer, Board of Pharmacy
Ronald Diedrich, Liaison Deputy Attorney General
for the Board of Pharmacy
Paul Riches, Legislative Analyst, Board of Pharmacy

Call to Order/Introductions:

Chairs Rubins and Jones called the meeting to order at 2:00 p.m. Each task force member
introduced himself or herself as did the audience participants.

Purpose and Goals of the Task Force

It was stated that the purpose and goals of the task force was to evaluate the prescriber
dispensing law (Business and Professions Code section 4170) to determine if it is still relevant
to today’s practice and to identify those areas of law that needed to be clarified or updated to
ensure public protection. Specific areas that should be addressed were the commingling of drugs
by physician groups for common use, potential conflicts of interest and the jurisdictional
authority of the Medical Board of California and the Board of Pharmacy.

Park Medical Pharmacy v. San Diego Orthopedic Associates, Inc. (2002) 99 Cal. App.4™ 247

As background information, the task forced reviewed this decision. In 1992, Park Medical
Pharmacy brought action for declaratory and injunctive relief against San Diego Orthopedic



Associates, Inc., a physicians’ corporation, alleging violation of the statute (Bus. & Prof. Code
sec. 4170) prohibiting physicians from keeping pharmacies. The Superior court in San Diego
County granted summary judgment for the physicians’ corporation and the pharmacy appealed.
The Court of Appeal held that the physicians did not violate pharmacy law by dispensing drugs
to their patients on a for-profit basis.

Review of Business and Professions Code Section 4170

It was explained that current law allows an individual prescriber to dispense prescription drugs to
his/her own patient from the prescriber’s own stock. The drugs must be necessary for the
treatment of the condition for which the prescriber is attending the patient, and a nurse or
physician attendant cannot furnish the prescription drugs. However, a nurse may assist, at the
prescriber’s direction, in the dispensing of such drugs, including handing them to the patient,
under the direct supervision and control of the prescriber provided that the prescriber verifies
each step performed by the nurse. (57 Op. Attorney Gen.93 (1974)) The law does allow a
certified nurse-midwife, a nurse practitioner, or a physician assistant functioning pursuant to a
protocol to hand to a patient of the supervising physician and surgeon a properly labeled
prescription drug that has been properly prepackaged.

There was agreement that the dispensing prescriber must comply with all the labeling
requirements of section 4076, and the recordkeeping requirements of the Pharmacy Law. The
pharmacy’s dispensing process was explained, including the safeguards established to prevent
prescription errors, quality assurance evaluations and the review of every prescription by a
pharmacist. The law does allow a prescriber to use a dispensing device as long as the prescriber
owns the device and personally dispenses the prescription drugs.

Current law does not authorize a group of physicians to purchase prescription drugs for group
dispensing. Only clinics permitted by the Board of Pharmacy may directly purchase drugs for
common use.

Recommendations

There was considerable discussion regarding the conflict of interest when a physician dispenses
prescription drugs for profit. However, it was noted that the dispensing prescriber is required to
offer the patient the option of having the prescription filled at a pharmacy of the patient’s choice.

It was suggested that physicians be allowed to dispense from a commingled drug supply if a
permit process was established modeled after the Board of Pharmacy’s clinic permit (Business
and Professions Code sections 4180 and 4190). Another example to this permit process is the
licensure of laboratories by Department of Health Services. These laboratories are owned by
medical groups and are located in their office. Another proposal was to authorize a pharmacy to
place in the prescriber’s office an automated dispensing device consistent to what is allowed now
in clinics that would provide the patient with increased access to prescription drugs and oversight
by a pharmacist.



The task force reached consensus on the following issues: (1) Under current law, an individual
prescriber can own his/her own prescription stock and dispense to his or her own patients as
specified and such practice should be allowed to continue with the goal of strengthening and
educating prescribers regarding the recordkeeping requirements; (2) Allow a medical group to
dispense prescription medications pursuant to a special permit issued by the Board of Pharmacy
and specified conditions that require one physician from the medical group to be responsible and
accountable for the security of the prescription medications, recordkeeping requirements, and a
consultant pharmacist reviews the dispensing process; (3) Establish the authority for a pharmacy
to place an automated dispensing device in a prescriber’s office; and (4) Provide for joint
oversight by the appropriate licensing agencies.

The task force agreed that staff from the two boards would work together to draft language for
each board to consider as a possible joint legislative proposal for 2004.

Adjournment

The meeting of the Joint Task Force on Prescriber Dispensing was adjourned at 5:00 p.m.



California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
400 R Street, Suite 4070, Sacramento, CA 95814-6237 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 GRAY DAVIS, GOVERNOR
Fax (916) 327-6308

www.pharmacy.ca.gov

MEDICAL BOARD OF CALIFORNIA
CALIFORNIA STATE BOARD OF PHARMACY

Joint Task Force on Prescriber Dispensing

Steven B. Rubins, M.D., Co-Chair, Medical Board of California
John Jones, R.Ph., Co-Chair, Board of Pharmacy
Lorie Rice, Public Member, Medical Board of California
Stan Goldenberg, R.Ph., Board of Pharmacy

May 27,2003

Embassy Suites
Granada Room
1440 East Imperial Avenue
(LAX Airport — courtesy shuttle available)
El Segundo, CA 90245
(310) 640-3600

2:00 p.m. — 5:00 p.m.

This committee meeting is open to the public and is held in a barrier-free facility in accordance with the Americans
with Disabilities Act. Any person with a disability who requires a disability-related modification or accommodation
in order to participate in the public meeting may make a request for such modification or accommodation by
contacting Candy Place at telephone number (916) 445-5014, at least 48 hours prior to the meeting.

Opportunities are provided to the public to address the committee on each agenda item.

A.

B.

C.

Call To Order 2:00 p.m.
Introductions
Purpose and Goals of Task Force

Park Medical Pharmacy v. San Diego Orthopedic Associates, Inc. (2002) 99 Cal.App.
4™ 247.

Review of Business and Professions Code sections 4170- 4175 — Purchase of Dangerous
Drugs for Communal Use and Dispensing by Medical Group Practices

Next Meeting

Adjournment 5:00 p.m.
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Statement of Authority
(Title 45, Code of Federal Regulations (C.F.R.) § 164.514, subdivision (h), (2), (iii).)

Recent federal regulations recognize the propriety of longstanding California law that enables the California State Board
of Pharmacy (“Board of Pharmacy”) to protect consumers through inspections and investigations related to the practice
of pharmacy. Specifically, federal regulations implementing the Health Insurance Portability and Accountability Act of
1996 (“HIPAA”) define a health oversight agency, in relevant part, as follows:

“Health oversight agency means an agency or authority of . . . a State . . . or a person or entity acting under a grant
of authority from or contract with such public agency, including the employees or agents of such public agency or
its contractors or persons or entities to whom it has granted authority, that is authorized by law to oversee the
health care system (whether public or private) or government programs in which health information is necessary to
determine eligibility or compliance, or to enforce civil rights laws for which health information is relevant.

(45 C.F.R. §164.501.)

A covered entity may disclose protected health information to a health oversight agency for oversight activities
authorized by law, including audits; civil, administrative, or criminal investigations; inspections; licensure or
disciplinary actions; civil, administrative, or criminal proceedings or actions; or other activities necessary for
appropriate oversight of: (i) The health care system; (ii) Government benefit programs for which health information is
relevant to beneficiary eligibility; (iii) Entities subject to government regulatory programs for which health information
is necessary for determining compliance with program standards; or (iv) Entities subject to civil rights laws for which
health information is necessary for determining compliance. (45 C.F.R. § 164.512, subd. (d).)

Protected health information means individually identifiable health information: (1) Except as provided in paragraph (2)
of this definition, that is: (i) Transmitted by electronic media; (ii) Maintained in any medium described in the definition
of electronic media at section162.103 of this subchapter; or (iii) Transmitted or maintained in any other form or
medium. (2) Protected health information excludes individually identifiable health information in: (i) Education records
covered by the Family Educational Rights and Privacy Act, as amended, 20 U.S.C. 1232g; (ii) Records described at 20
U.S.C. section 1232g(a)(4)(B)(iv); and (iii) Employment records held by a covered entity in its role as employer. (45
C.F.R.§164.501.)

Covered entity means a health care provider who transmits any health information in electronic form in connection with a
transaction covered by the federal regulations. (45 C.F.R. § 160.103.)

Health information means any information, whether oral or recorded in any form or medium, that: (1) Is created or
received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or
health care clearinghouse; and (2) Relates to the past, present, or future physical or mental health or condition of an
individual; the provision of health care to an individual; or the past, present, or future payment for the provision of
health care to an individual. (45 C.F.R. § 160.103.)

California laws provide authority for the Board of Pharmacy‘s oversight activities, as a health oversight agency, within the
meaning of HIPAA regulations. See, for example, Business and Professions Code, Division 2, Chapter 9, section 4000, ef seq
., including the following sections, together with some related regulations.

General Authority

The California State Board of Pharmacy may adopt rules and regulations, not inconsistent with the laws of this state, as may
be necessary for the protection of the public. Included therein shall be the right to adopt rules and regulations for the proper
and more effective enforcement and administration of chapter 9. (Bus. & Prof. Code, § 4005.)

Pharmacy Records

All prescriptions filled by a pharmacy and all other records required by Business and Professions Code section 4081 shall be
maintained on the premises and available for inspection by authorized officers of the law for a period of at least three years.
In cases where the pharmacy discontinues business, these records shall be maintained in a California State Board of
Pharmacy-licensed facility for at least three years. (Bus. & Prof. Code, § 4333.)

Controlled Substances Inventories
The controlled substances inventories required by Title 21, C.F.R., section 1304 shall be available for inspection upon request




for at least 3 years after the date of the inventory. (16 Cal.Code Regs., § 1718.)

Pharmacies, Wholesalers, Dispensaries, Stores, or Places
Inspectors may inspect during business hours all pharmacies, wholesalers, dispensaries, stores, or places in which drugs or
devices are compounded, prepared, furnished, dispensed, or stored. (Bus. & Prof. Code, § 4008.)

Records of Manufacture and of Sale, Acquisition, or Disposition of Dangerous Drugs or Dangerous Devices
All records of manufacture and of sale, acquisition, or disposition of dangerous drugs or dangerous devices shall be at all
times during business hours open to inspection by authorized officers of the law. (Bus. & Prof. Code, § 4081.)

Any person who fails, neglects, or refuses to maintain the records required by Business and Professions Code section 4081 or
who, when called upon by an authorized officer or a member of the California State Board of Pharmacy, fails, neglects, or
refuses to produce or provide the records within a reasonable time, or who willfully produces or furnishes records that are
false, is guilty of a misdemeanor. (Bus. & Prof. Code, § 4332.)

Physician's Office or Clinic without Permit under Business and Professions Code sections 4180 or 4190

Any California State Board of Pharmacy inspector may inspect or examine a physician's office or clinic that does not have a
permit under Business and Professions Code sections 4180 or 4190 only to the extent necessary to determine compliance with
and to enforce either Business and Professions Code sections 4080 or 4081. (Bus. & Prof. Code, § 4008.)

Hypodermic Syringes or Hypodermic Needles
The book containing the record of furnishing of a hypodermic syringe or hypodermic needle without a prescription shall be
available for inspection by any authorized officer of the law. (Bus. & Prof. Code, § 4146.)

Non-Profit or Free Clinics

The following described clinics must keep records of the kind and amounts of drugs purchased, administered, and dispensed,
and the records shall be available and maintained for a minimum of seven years for inspection by all properly authorized
personnel:

(A) A licensed nonprofit community clinic or free clinic as defined in paragraphs (1) and (2) of subdivision (a) of section
1204 of the Health and Safety Code.

(B) A primary care clinic owned or operated by a county as referred to in subdivision (b) of section 1206 of the Health and
Safety Code.

(C) A clinic operated by a federally recognized Indian tribe or tribal organization as referred to in subdivision (c) of section
1206 of the Health and Safety Code.

(D) A clinic operated by a primary care community or free clinic, operated on separate premises from a licensed clinic, and
that is open no more than 20 hours per week as referred to in subdivision (h) of section 1206 of the Health and Safety Code.
(E) A student health center clinic operated by a public institution of higher education as referred to in subdivision (j) of
section 1206 of the Health and Safety Code.

(F) A nonprofit multispecialty clinic as referred to in subdivision (/) of section 1206 of the Health and Safety Code.

And the California State Board of Pharmacy shall have the authority to inspect any such clinic at any time in order to
determine whether the clinic is, or is not operating in compliance with Article 13, of Division 2, of Chapter 9 of the Business
and Professions Code. (Bus. & Prof. Code, §§ 4180 & 4185.)

Surgical Clinics
A surgical clinic, as defined in paragraph (1) of subdivision (b) of Section 1204 of the Health and Safety Code must keep

records of the kind and amounts of drugs purchased, administered, and dispensed, and the records shall be available and
maintained for a minimum of seven years for inspection by all properly authorized personnel. The California State Board of
Pharmacy shall have the authority to inspect such a clinic at any time in order to determine whether the clinic is, or is not,
operating in compliance with Article 14, of Division 2, of Chapter 9 of the Business and Professions Code and all other
provisions of the law. (Bus. & Prof. Code, §§ 4190 & 4195.)

Customs Broker or Carrier
All stock of any dangerous drug or dangerous device or of shipments through a customs broker or carrier shall be, at all times
during business hours, open to inspection by authorized officers of the law. (Bus. & Prof. Code, § 4080.)
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State of California Department of Consumer Affairs

Memorandum
To: Enforcement Committee Date: June 20, 2003
From: Anne Sodergren

Board of Pharmacy

Subject: Changes in the Pharmacists Recovery Program

As a result of state’s competitive bidding process, a new contractor has been awarded oversight of
the Pharmacists Recovery Program (PRP) effective July 1, 2003.

The PRP program was the direct result of legislation requiring the board to seek ways and means to
identify and rehabilitate pharmacists whose competency may be impaired due to the abuse of alcohol
or other drugs, or due to mental iliness, so that pharmacists and interns so afflicted may be treated
and returned to the practice of pharmacy in a manner which will not endanger the public health and
safety.

The new contractor will be Maximus, Inc, and Leslie Hanover will be the case manger assigned to the
PRP. Ms. Hanover is a licensed Marriage Family Therapist with experience in mental health and
substance abuse since 1986.

The phone number for the program 1-800-522-9198 will be transferred to the new contractor
effective July 1, 2003.

The board would like to thank the dedicated staff from Managed Health Network, the previous
contractor, for their commitment to the PRP.
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Goal: 1:
Outcome:

California State Board of Pharmacy

Strategic Plan
Enforcement

Exercise oversight on all pharmacy activities.
Improve consumer protection.

Objective 1.1:

To achieve 100 percent closure on all cases within 6 months by June

30, 2005:
Tasks: 1. Mediate all consumer complaints within 90 days.

2. Investigate all other cases within 120 days.

3. Close (e.g. issue citation and fine, refer to the AG’s Office) all
board investigations and mediations within 180 days.

4. Seek legislation to grant authority to the executive officer to issue
a 30-day Cease and Decease Order to any board-licensed facility
when the operations of the facility poses an immediate threat to
the public.

5. Integrate data obtained from computerized reports into drug
diversion prevention programs and investigations (CURES, 1782
reports, DEA 106 loss reports).

6. Re-establish the CURES workgroup that includes other regulatory
and law enforcement agencies to identify potential controlled
substance violations and coordinate investigations.

7. Secure sufficient staffing for a complaint mediation team and to
support an 800 number for the public.

8. Improve public service of the Consumer Inquiry and Complaint
Unit.

9. Automate processes to ensure better operations and integrate

technology into the board’s investigative and inspection activities.

Objective 1.2:

To achieve 100 percent closure on all administrative cases within one

year by June 30, 2005:
Tasks: 1. Pursue permanent funding to increase Attorney General
expenditures for the prosecution of board administrative cases.
2. Aggressively manage cases, draft accusations and stipulations and
monitor AG billings and case costs.
3. Establish a disciplinary cause of action for fraud convictions

similar to current cash compromise provisions related to controlled
substances.




4. Automate processes to ensure better operations and integrate
technology into the board’s investigative and inspection activities.

5. Review and update disciplinary guidelines.

Objective 1.3:

Inspect 100 percent of all licensed facilities once every 3 years by June
30, 2004:

Tasks:

1. Automate processes to ensure better operations and integrate
technology into the board’s investigative and inspection activities.

2. Inspect licensed premises to educate licensees proactively about
legal requirements and practice standards to prevent serious
violations that could harm the public.

3. Seek legislation to mandate that periodic inspections of all board-
licensed facilities.

Objective 1.4:

Develop 4 communication venues in addition to the inspection
program to educate board licensees by June 30, 2005:

Tasks:

1. Develop the board’s website as the primary board-to-licensee
source of information.

2. Prepare two annual The Scripts to advise licensee of pharmacy

law and interpretations.

Update pharmacy self-assessment annually.

4. Develop board-sponsored continuing education programs for
pharmacists in the area of pharmacy law and the expectations of
the pharmacist-in-charge and coordinate presentations at local and
annual professional association meetings throughout California.
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Objective 1.5:

To monitor alternative enforcement programs for 100 percent
compliance with program requirements by June 30, 2005:

Tasks:

1. Administer effective alternative enforcement programs to ensure
public protection (Pharmacists Recovery Program, probation
monitoring program, citation and fine program).

2. Automate processes to ensure better operations and integrate
technology into the board’s investigative and inspection activities.




Objective 1.6:

Respond to 95 percent of all public information requests with 10 days
by June 30, 2005:

Tasks:

1. Activate public inquiry screens to expand public information.
Establish web look-up for disciplinary and administrative
(citation) actions.

2. Establish on-line address of record information on all board
licensees.

3. Respond to specialized information requests from other agencies
about board programs, licensees (e.g. subpoenas) and Public
Record Act requests.






